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storage. If the results are provided by
fax, the fax connection must have a
fixed telephone number accessible only
to authorized individuals.

(d) You must transmit test results to
the MRO in a timely manner, pref-
erably the same day that review by the
certifying scientist is completed.

(e)(1) You must provide quantitative
values for confirmed positive drug test
results to the MRO.

(2) You must provide the numerical
values that support the adulterated
(when applicable) or substituted result,
without a request from the MRO.

(3) You must also provide to the MRO
numerical values for creatinine and
specific gravity for the negative-dilute
test result, without a request from the
MRO.

(f) You must provide quantitative
values for confirmed opiate results for
morphine or codeine at 15,000 ng/mL or
above, even if the MRO has not re-
quested quantitative values for the test
result.

[66 FR 79526, Dec. 19, 2000, as amended at 66
FR 41951, Aug. 9, 2001; 68 FR 31626, May 28,
2003; 69 FR 64867, Nov. 9, 2004; 73 FR 35970,
June 25, 2008; 75 FR 49862, Aug. 16, 2010; 75 FR
59107, Sept. 27, 2010; 77 FR 26473, May 4, 2012]

§40.99 How long does the laboratory
retain specimens after testing?

(a) As a laboratory testing the pri-
mary specimen, you must retain a
specimen that was reported with posi-
tive, adulterated, substituted, or in-
valid results for a minimum of one
year.

(b) You must keep such a specimen in
secure, long-term, frozen storage in ac-
cordance with HHS requirements.

(c) Within the one-year period, the
MRO, the employee, the employer, or a
DOT agency may request in writing
that you retain a specimen for an addi-
tional period of time (e.g., for the pur-
pose of preserving evidence for litiga-
tion or a safety investigation). If you
receive such a request, you must com-
ply with it. If you do not receive such
a request, you may discard the speci-
men at the end of the year.

(d) If you have not sent the split
specimen to another laboratory for
testing, you must retain the split spec-
imen for an employee’s test for the
same period of time that you retain the
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primary specimen and under the same
storage conditions.

(e) As the laboratory testing the split
specimen, you must meet the require-
ments of paragraphs (a) through (d) of
this section with respect to the split
specimen.

§40.101 What relationship may a lab-
oratory have with an MRO?

(a) As a laboratory, you may not
enter into any relationship with an
MRO that creates a conflict of interest
or the appearance of a conflict of inter-
est with the MRO’s responsibilities for
the employer. You may not derive any
financial benefit by having an em-
ployer use a specific MRO.

(b) The following are examples of re-
lationships between laboratories and
MROs that the Department regards as
creating conflicts of interest, or the ap-
pearance of such conflicts. This fol-
lowing list of examples is not intended
to be exclusive or exhaustive:

(1) The laboratory employs an MRO
who reviews test results produced by
the laboratory;

(2) The laboratory has a contract or
retainer with the MRO for the review
of test results produced by the labora-
tory;

(3) The laboratory designates which
MRO the employer is to use, gives the
employer a slate of MROs from which
to choose, or recommends certain
MROs;

(4) The laboratory gives the employer
a discount or other incentive to use a
particular MRO;

(5) The laboratory has its place of
business co-located with that of an
MRO or MRO staff who review test re-
sults produced by the laboratory; or

(6) The laboratory permits an MRO,
or an MRO’s organization, to have a fi-
nancial interest in the laboratory.

§40.103 What are the requirements for
submitting blind specimens to a
laboratory?

(a) As an employer or C/TPA with an
aggregate of 2000 or more DOT-covered
employees, you must send blind speci-
mens to laboratories you use. If you
have an aggregate of fewer than 2000
DOT-covered employees, you are not
required to provide blind specimens.
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(b) To each laboratory to which you
send at least 100 specimens in a year,
you must transmit a number of blind
specimens equivalent to one percent of
the specimens you send to that labora-
tory, up to a maximum of 50 blind
specimens in each quarter (i.e., Janu-
ary-March, April-June, July-Sep-
tember, October-December). As a C/
TPA, you must apply this percentage
to the total number of DOT-covered
employees’ specimens you send to the
laboratory. Your blind specimen sub-
missions must be evenly spread
throughout the year. The following ex-
amples illustrate how this requirement
works:

Example 1 to paragraph (b). You send 2500
specimens to Lab X in Year 1. In this case,
you would send 25 blind specimens to Lab X
in Year 1. To meet the even distribution re-
quirement, you would send 6 in each of three
quarters and 7 in the other.

Example 2 to paragraph (b). You send 2000
specimens to Lab X and 1000 specimens to
Lab Y in Year 1. In this case, you would send
20 blind specimens to Lab X and 10 to Lab Y
in Year 1. The even distribution requirement
would apply in a similar way to that de-
scribed in Example 1.

Example 3 to paragraph (b). Same as Exam-
ple 2, except that you also send 20 specimens
to Lab Z. In this case, you would send blind
specimens to Labs X and Y as in Example 2.
You would not have to send any blind speci-
mens to Lab Z, because you sent fewer than
100 specimens to Lab Z.

Example 4 to paragraph (b). You are a C/TPA
sending 2000 specimens to Lab X in Year 1.
These 2000 specimens represent 200 small em-
ployers who have an average of 10 covered
employees each. In this case you—not the in-
dividual employers—send 20 blind specimens
to Lab X in Year 1, again ensuring even dis-
tribution. The individual employers you rep-
resent are not required to provide any blind
specimens on their own.

Example 5 to paragraph (b). You are a large
C/TPA that sends 40,000 specimens to Lab Y
in Year 1. One percent of that figure is 400.
However, the 50 blind specimen per quarter
‘“‘cap” means that you need send only 50
blind specimens per quarter, rather than the
100 per quarter you would have to send to
meet the one percent rate. Your annual total
would be 200, rather than 400, blind speci-
mens.

(c) Approximately 75 percent of the
specimens you submit must be nega-
tive (i.e., containing no drugs, nor adul-
terated or substituted). Approximately
15 percent must be positive for one or
more of the five drugs involved in DOT

§40.105

tests, and approximately 10 percent
must either be adulterated with a sub-
stance cited in HHS guidance or sub-
stituted (i.e., having specific gravity
and creatinine meeting the criteria of
§40.93(b)).

(1) All negative, positive, adulter-
ated, and substituted blind specimens
you submit must be certified by the
supplier and must have supplier-pro-
vided expiration dates.

(2) Negative specimens must be cer-
tified by immunoassay and GC/MS to
contain no drugs.

(3) Drug positive blind specimens
must be certified by immunoassay and
GC/MS to contain a drug(s)) metabo-
lite(s) between 1.5 and 2 times the ini-
tial drug test cutoff concentration.

(4) Adulterated blind specimens must
be certified to be adulterated with a
specific adulterant using appropriate
confirmatory validity test(s).

(5) Substituted blind specimens must
be certified for creatinine concentra-
tion and specific gravity to satisfy the
criteria for a substituted specimen
using confirmatory creatinine and spe-
cific gravity tests, respectively.

(d) You must ensure that each blind
specimen is indistinguishable to the
laboratory from a normal specimen.

(1) You must submit blind specimens
to the laboratory using the same chan-
nels (e.g., via a regular collection site)
through which employees’ specimens
are sent to the laboratory.

(2) You must ensure that the col-
lector uses a CCF, places fictional ini-
tials on the specimen bottle label/seal,
indicates for the MRO on Copy 2 that
the specimen is a blind specimen, and
discards Copies 4 and 5 (employer and
employee copies).

(3) You must ensure that all blind
specimens include split specimens.

[66 FR 79526, Dec. 19, 2000, as amended at 73
FR 35971, June 25, 2008]

§40.105 What happens if the labora-
tory reports a result different from
that expected for a blind specimen?

(a) If you are an employer, MRO, or
C/TPA who submits a blind specimen,
and if the result reported to the MRO
is different from the result expected,
you must investigate the discrepancy.
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